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The following Arguments, in five (5) or less total pages, are an attachment to the Pre- 
Appeal Brief Request for Review (Form PTO/SB/33). A Notice of Appeal is filed concurrently 
herewith. 



As of the final Office Action issued on June 10, 2010, claims 150-153, 155-163, and 165- 
170 stand rejected under 35 U.S.C. § 103(a) as obvious over U.S. Patent No. 5,957,949 to 
Leonhardt et al. ("Leonhardt") in view of U.S. Patent No. 6,305,436 to Andersen et al. 
("Andersen"). Claims 154 and 164 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Leonhardt in view of U.S. Patent No. 5,104,404 to Wolff ("Wolff '). These § 103 rejections 
are legally and factually deficient for at least the following reasons. 
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/I 77/ <? # 103 combination is improper because neither Leonhardt nor Andersen disclose 
or suggest extending a replacement valve past the coronary ostia, and because one of 
ordinary skill in the art would not have arbitrarily modified Leonhardt based on the 
disclosure of Andersen 

The final Office Action states that Leonhardt discloses all the features of independent 
claims 150, 160, and 170 except for the length of the valve support, that is, that the valve support 
has an axial length sufficient to extend past a patient's coronary ostia. Final Office Action, p. 4. 
The Office Action further states that Andersen teaches a stent, where the stent's length may be 
varied to give the stent the length needed to properly support any damaged, surrounding tissue. 
Id. According to the Examiner, it would have been obvious to one having ordinary skill in the art 
to adjust the length of the stent to extend from the annulus into the ascending aorta "in order to 
construct the stent to properly support the damaged tissue in the area where the prosthetic valve 
is being implanted." Final Office Action, p. 5. For at least the reasons detailed below, this 
finding constitutes clear error. 

Leonhardt discloses a valve stent 20 that is implanted at the location of the mitral valve, 
the aortic valve, or in the aorta. Leonhardt, col. 5, 11. 41-42; col. 9, 1. 63 - col. 10, 1. 30; Figs. 2, 3, 
and 9D. Valve stent 20 is configured to conform to the tissue immediately around the location of 
the mitral valve and/or aortic valve, or to bond to the aorta. Leonhardt, col. 5, 11. 48-52; col. 9, 1. 
63 - col. 10, 1. 30. As recognized by the Examiner, the valve replacement stent disclosed in 
Leonhardt would not be of sufficient length to implant in the aortic valve annulus and also extend 
into the ascending aorta. 

Andersen discloses a stent for providing reinforcement to the lumen of a peristaltic organ. 
Andersen, col. 1, 11. 61-62. Specifically, Andersen contemplates the use of such a stent in an 
esophagus. Andersen, col. 6, 11. 50-53; Fig. 2 - Fig. 3e. Andersen further discloses that the stents 
described therein can be formed into a vascular valve, wherein the wire stent is formed with a 
large diameter end and a small diameter end, and wherein the large diameter end is anchored in a 
body passage and the smaller diameter end functions as a valve. '436 patent, col. 14, 1. 56 - col. 
15,1. 12. 

The Examiner bears the burden of establishing a prima facie case of obviousness based 
upon the prior art. //; re Piasecki, 745 F.2d 1468, 1471-73, 223 U.S.P.Q. 785, 787-88 (Fed. Cir. 
1984). "Rejections on obviousness cannot be sustained by merely conclusory statements; 
instead, there must be some articulated reasoning with some rational underpinning to support the 
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legal conclusion of obviousness." KSR Int'l Co. v. Teleflex Inc., 121 S. Ct. 1727, 1741 (2007) 
quoting In re Kahn, 441 F.3d 977, 988, 78 U.S.P.Q.2d 1329, 1336 (Fed. Cir. 2006). 

Obviousness can be established by combining or modifying the teachings of the prior art 
to produce the claimed invention where there is some teaching, suggestion, or motivation to do 
so. In re Kahn, 441 F.3d 977, 986 (Fed. Cir. 2006); see also MPEP 2143.01. However, to reject 
a claim based on this rationale, the Examiner must articulate a finding that there was some reason 
to combine or modify the teachings of the prior art, and a finding that there was a reasonable 
expectation of success. If any of these findings cannot be made, then this rationale cannot be 
used to support a conclusion that the claim would have been obvious to one of ordinary skill in 
the art. See "Examination Guidelines for Determining Obviousness under 35 U.S.C. § 103 in 
view of the Supreme Court decision in KSR International v. Teleflex Inc.", Fed. Reg. 72:57526- 
57535, 57534 (October 10, 2007), hereinafter "Examination Guidelines." To this end, if a 
proposed modification would render the prior art invention being modified unsatisfactory for its 
intended purpose, there is no suggestion or motivation to make the proposed modification. In re 
Gordon, 733 F.2d 900, 221 USPQ 1125 (Fed. Cir. 1984). 

Here, the Examiner's assertion that one of ordinary skill in the art would have adjusted the 
length of the Leonhardt valve stent to extend from a native annulus past the coronary ostia is both 
conclusory and unsupported by the disclosure of the cited references. Indeed, Andersen provides 
no teaching to extend the length of the Leonhardt valve stent past the patient's coronary ostia. 
Leonhardt teaches a valve stent 20 that conforms to the tissue immediately around the location of 
the mitral valve and/or aortic valve, or to bond to the aorta. Leonhardt, col. 5, 11. 48-52; col. 9, 1. 
63 - col. 10, 1. 30. Leonhardt discloses that close conformance to the native valve allows the 
valve to be securely held in place against fluid flow in the vessel or natural valve position. 
Leonhardt, col. 5, 11. 2-10; col. 53-65. Thus, Leonhardt uses a particular anchoring method, and 
the construction of the Leonhardt valve stent is designed to achieve that anchoring method. The 
only portion of Andersen that discusses elongating a stent is directed to an esophageal stent, 
stating only that the stent can be tailored to a patients needs. Andersen, col. 8, 11. 11-19. 
However, in the context of esophageal stents, the only patient-specific needs discussed by 
Andersen are exerting force against a lumen wall to prevent growth into the lumen or to provide 
reinforcement to a selected region of a body lumen. Andersen, col. 2, 11. 15-36. 

Presented with the disclosure of Andersen, one of ordinary skill in the art would not have 
modified the valve stent of Leonhardt such that the valve stent had a length sufficient to extend 
from the native annulus past the coronary ostia of a patient. As discussed above, Andersen 

Atty. Dkt. No. P35365.03( 1737.3390005) 



- 4 - SEGUIN et al. 

Appl. No. 10/772,101 

merely discloses altering the length of a stent to conform to "patient needs," and provides no 
teaching or motivation to extend a heart valve above the coronary ostia. Indeed, absent some 
additional reason to extend the length of a stent, one of ordinary skill in the art would seek to 
keep a replacement heart valve as compact as possible while still providing the required 
anchoring and valve functions. Because the valve stent of Leonhardt is secured by closely 
conforming to the native annulus, one of ordinary skill in the art would have no reason to add 
additional material, and therefore cost, labor, and complexity, to the valve stent of Leonhardt. 
Furthermore, as recognized by Leonhardt, minimizing the weight of a replacement valve is 
generally an advantage. Leonhardt, col. 2, 11. 57-64. Indiscriminately extending the valve stent 
of Leonhardt would increase the weight of the Leonhardt valve stent, which would be 
undesirable absent some further recognized advantage to extending the length of the valve stent. 
Accordingly, one of ordinary skill in the art would not have sought to modify the valve stent of 
Leonhardt based on the disclosure of Andersen. 

B. The § 103 combination is improper as rendering the primary reference unsuitable for 
its intended purpose 

Furthermore, altering the stent of Leonhardt in view of Andersen would render the valve 
stent of Leonhardt unsuitable for its intended purpose of securely anchoring a replacement heart 
valve in a native annuulus. The stent 20 of Leonhardt is configured to conform to the tissue 
immediately around the location of a native valve annulus in order to sealingly engage the tissue 
of the native valve annulus. Leonhardt, col. 5, 11. 45-51; col. 6, 11. 17-22. Extending stent 20 of 
Leonhardt based on the disclosure of Andersen would result in a stent that does not conform to 
the tissue immediately around the native valve annulus. A prosthetic heart valve must be 
securely anchored to remain in position during operation. Thus, if the teachings of Leonhardt 
were modified to include an elongated stent as disclosed by Andersen, one of skill in the art 
would not have a reasonable expectation of success in securing the resulting replacement valve in 
position in the body. A lack of secure fixation would render Leonhardt unsuitable for its 
intended use of heart valve replacement. 

Leonhardt further describes that stent 26 may be coated with a layer of PTFE, which is an 
impermeable material designed to reduce the risk of blood clotting and corrosion. Leonhardt, 
col. 5, 11. 3-7. If the valve stent of Leonhardt was lengthened as suggested by the Examiner, the 
impermeable PTFE sheath would block, or at least significantly impede, blood flow to the 
patient's coronary arteries. Such blockage or even impedance would jeopardize all heart function 
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in the patient. Because such a modification would risk the life of the patient, rendering the valve 
stent of Leonhardt unsuitable for its intended use, one of ordinary skill in the art would not have 
modified Leonhardt in view of the Andersen disclosure. 

G Conclusion 

For at least the foregoing reasons, claims 150-153, 155-163, and 165-170 are not rendered 
obvious by the combination of Leonhardt and Andersen. Claims 154 and 164 depend from and 
add features to claims 150 and 160, respectively, and are therefore patentable for at least the 
same reasons as those claims. Wolff, which was applied in rejections of claims 154 and 164, 
fails to remedy the deficiencies of Leonhardt and Andersen for at least the reasons described in 
pages 11-12 of the Amendment and Reply filed on February 12, 2010. Accordingly, Applicants 
respectfully request reconsideration and withdrawal of the rejections of claims 150-170 under 35 
U.S.C. § 103(a). 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 01-2525. 



Respectfully submitted, 



Sterne, Kessler, Goldstein & Fox p.l.l.c. 
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